
K 11I313
51 0(k) SUMMARY OF SAFETY AND EFFECTIVENESS

1. Applicant
Quality Electrodynamics (QED) SEP 9 92011
700 Beta Drive, Suite 100
Mayfield Village, OH 44143
Phone (440) 484-2228

2. Contact
Christie Zydyk, MBA
Chief Quality and Regulatory Affairs Officer

3. Date prepared:
August 8, 2011

4. Tradename
Toshiba 3T Extra Large Knee Coil

5. Common name
Coil, magnetic resonance, specialty

6. Classification
21 CFR 892.1000

7. Equivalent Device
Trade name Legally marketed Manufacturer

predicate device
Toshiba 3T Extra Large Knee Toshiba 1 .5T Extra Large Quality Electrodynamics
Coil Knee Coil

8. Device Description
The Toshiba 3T Extra Large Knee Coil is designed for use with the Toshiba Vantage
Titan 3T MRI system manufactured by Toshiba Medical Systems Corporation.
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51 0(k) SUMMARY OF SAFETY AND EFFECTIVENESS

9. Indications for Use
The Toshiba 3T Extra Large Knee Coil is intended for use with the Toshiba Vantage
Titan 3T MRI system to produce diagnostic images of the knee that can be interpreted
by a trained physician.

10.Comparison with Predicate Devices
510(k) # Legally marketed predicate Manufacturer

device :
K1 03185 1.5T Extra Large Knee Coil IToshiba Medical Systems Corp

The Toshiba 3T Extra Large Knee Coil and the predicate device have the same
intended use, are of the same design, and are constructed of the same materials.

11.Non-Clinical Tests
The Toshiba 3T Extra Large Knee Coil was tested to and found complaint with lEG
60601-1, Medical electrical equipment - Part 1: General requirements for basic safety
and essential performance, 1988 plus Amendments 1 (1991) and 2 (1995).
The coil SAIR complies with the requirements of lEG 60601-2-33, Particular
requirements for the basic safety and essential performance of magnetic resonance
equipment for medical diagnosis, 2002 plus Amendment 1 (2005).
The signal-to-noise ratio (SNR) was measured according to Toshiba Medical Systems
Corporation's internal protocol.

12. Conclusion
It is the opinion of Quality Electrodynamics that the Toshiba 3T Extra Large Knee Coil is
substantially equivalent to the above-lis 'ted legally marketed predicate device. Use of
the Quality Electrodynamics coil does not result in any new potential hazards.
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4 )1PARIMNENT OF HEALTH & HUMIAN SERVICES u blic Health Service

Food iind Drug- Adininisiraton
1 0903 New I itpshii ie A vn ie
Docti tie nt GoitreoI Roomi - W066-G 609
Silver Spiiw. N,11 20993-0002

M1s. Christie Zvdyk
Chlief Quality anti ReguLlatory Affairs Officer
Qulaitv Electrodynamrics eP- -

700 Beta Drive. Sulite 100
MAYFIELD VIL~LAGE'- OHl 44143

Re: K1 123 13
Trade/Device Name: Toshiba 3T Extra Lam-e Knee Coil
Regulation Number: 2 1 CFER 892. 1000
ReguLlation Name: Mlagnetic resonance diatznostic device
Regulatory' Class: HI
ProdcIIt Code: N4OS
Dated: August 9, 2011
Rceived: Augulst 1I, 2011

Dear- Ms. Zydylk:

We have reviewed your Sectionl 5 10(k) premnarket notification of intent to market the device
referenced above and have determined thie device is Substantially equivalenlt (for thie indications
for use stated in the enlCosure) to legally marketed predicate devices marketed in interstate
commerce prior to Mlay 28. 1976, the enactment dlate of the Medical Device Amendments. or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (l1MA).
You may, therefore, market the device. subject to the general controls provisions of the Act. The
ggeneral controls provisions of the Act include requirements For annual registration, listina of
devices, g~ood manufacturing practice, labeling, and prohibitions against mnisbranding and
adulteration.

If your device is classified (see above) into class 11 (Special Controls), it may be Subject to suchI
additional controls. Existing mlaj.or regulations affecting your device can be Found in Title 2 1.
Code of Federal Regulations (CFR). Parts 800 to 895. In addition, FDA may publish further
annIouncemnrts con1cernlina your device Inl the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that F DA has made a determination that your device complies with other reqUi remeiits of the Act
or anyv FedleralI statutes and regulations administered by other Federal agencies. YOU must
comply wvith all the Act's requirements, ind ding., but not limited to: regtistration and] Iisting (2 1
CERZ Part 807); labeling (21I CFR Parts 801 and 809); medical device reporting (reporting of
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m IedicalI devi ce-I eIa tedl ad ver-se eventis) (2 1 C 1< 803); and good inlln Ufac rIIng practic
reqire men is as set forth in the cj ha i S Stemns (QS) reguIltionl (2 1 CFI{Z Part 820). This leatte
xviI I allow vout to beCginH marketing your Ceieie as described in our Secionl 5I 0(k) preilarket,
notifi cat ion. The ID A f iding of substanti alI eq i vale nce of youri devi cc to a Iega II y marketed
predicate device resuls in a classification For' your devic and thuIs, perm-its YOtHr device to
proceed to the market.

if you decsire specifie ad vice for yoLI tir dvice on our labeling regulationl (2 1 CF 1 Parts 80W and
809): please contact the Office of hi Vitro Diagno1stic Device Evalu-ation anld Safety CA (301) 796-
54150. Also, please note thle regUlation entitled, "M~isbrandiing by referencee to preinarket
notificatioil" (21 CF"R Part 807.97). For questions regarding the repo rti ng ofad verse events
under the Ni II regulation (21 CURv Part 803), please go to
littp://A,%\w. fda.Lo%,/M~leicalDeices/Safety,/R~cpoitaProbleim/ctefauliiiitm for the CDIU-Fs Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain o thi general infi rmation on yo ut res ponisibH iities tinderCI the A ci fiom thle
Division of'Small Manufacturers, international and CoISnsuer Assistance at its toll-Iee number11
(800) 638-2041 or (30 1) 796-7100 br at its Internet address
h)tp://wwwv.fda.aocv/cdrii/indu[Lstry/suIpport/ind~eX.hltll .

Sinceey Yours

Mary S. Pastel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Ev'aluation and Safety
Center fof Devices and Radiologicall-Health

Eniclosure



Indications for Use

51 0(k) Number (if known): Ki t~ 1-3(,

Device Name:
Toshiba 3T Extra Large Knee Coil

Indications for Use:

The Toshiba 3T Extra Large Knee Coil is intended for use with a Toshiba Vantage Titan
3T MRI system to produce diagnostic images of the knee that can be interpreted by a
trained physician.

Prescription Use ____ x AN/ROver-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety
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